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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

1 . The text of those sections of Title 35, U.S. Code no; included in this action can 
^ \\ v o v N Cannot use this IN THE FINAL ACTION< HAVE TO 
REPEAT THE STATUE. 

2. Claims 1-5, 8-11, and 13 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Elson et al. (US 4,643,389). 

3. With respect to Claims 1,4,8, 9, and 1 3, Elson et al. (hereafter "Elson") 
discloses a flow control clamp comprising a flexible body made of polypropylene (as per 
Claim 8) having a first leg 25 and a second leg (Column 3, Lines 4-9). Because the 
clamp comprises flexible hinges 29, the legs are capable of being arranged in a general 
facing relationship when in a first open position, and in a second closed position (see 
Figure 5). The clamp further comprises a pair of apertures for receiving a flexible tube 
therethrough, and a tube-contacting member on both legs (as per Claim 9), said 
contacting members holding the tube shut when the clamp is in the second position. 
Elson discloses the device substantially as claimed, but does not specifically disclose 
that the legs are adapted to irreversibly secure the legs together in the closed position. 

4. Elson further discloses a positive lock that holds the clamp shut such that it may 
not be opened without permanent deformation or breaking of the clamp (Column 3, 
Lines 61-64). Elson, therefore, suggests the need for secure and permanent 
attachment of a clamp to a tube element. The clamp is fully capable of irreversibly 
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interlocking the first and second legs together, as per Claims 1 and 4. Therefore, it 
would have been obvious to one of ordinary skill in the art to modify the clamp of Elson 
with the ability tot permanently lock the clamp in order to prevent the clamp from 
accidentally coming unattached from the tubing member during a medical procedure. 
Simply removing the ability of the Elson's clamp to become unlocked from the locked 
position does not constitute a patentable improvement in the art. 

5. With respect to Claims 2 and 3, Elson discloses that the first leg comprises a pair 
of inwardly-projecting, spaced apart walls 43 defining a slot therebetween. The second 
leg includes an extension, whereby movement of the legs from the spaced apart 
position to the closed position introduces the extension into the slot. With respect to 
Claim 3, the lip 49 comprises an inward-extending portion. See Figures 2 and 4. 

6. With respect to Claim 5 one leg comprises a lip and the other leg comprises a 
hook 53 for engaging said lip in the closed position. See Figures 2 and 4. 

7. With respect to Claim 1 0, the outer surface of the body is rounded, and therefore 
is substantially free of sharp ends and corners. See Figures 1-7. 

8. With respect to Claim 1 1 , the apertures surrounds the entire tube at the point 
where the tube passes through the aperture. 

9. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Elson in 
view of Baumdicker et al. (US 6,298,526). Elson discloses the flow control clamp of 
Claim 1 (see rejection above), but does not disclose that the legs comprise a ball and 
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socket closure. Baumdicker et al. disclose a tether clip comprising a first and second 
leg (10 and 27) that are held together by a ball 28 and socket 29. See Figures 1 and 2. 
Like the ball and socket in Applicant's invention, the locking system of Baumdicker et al. 
is shaped like a ball and socket when viewed from the axis of rotation, as shown in 
Figure 4. It would be obvious to one skilled in the art at the time of invention to modify 
the flow control clamp of Elson with the ball and socket arrangement of Baumdicker et 
al. in order to provide an alternate, secure method for locking a flow control clamp in the 
closed position. 

10. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Elson in 
view of Stephens (US 4,193,174). Elson discloses the flow control clamp of Claims 1 
and 4 (see rejection above), but does not disclose that the legs comprise a notch and 
peg for engaging the notch in the closed position. Stephens discloses a belt adjustment 
clamp comprising a first and second legs (11,12) that are able to be locked together by 
a locking element that comprises peg 36 and notch 16. It would be obvious to one 
skilled in the art at the time of invention to modify the flow control clamp of Elson with 
the peg and notch configuration of Stephens in order to provide an alternate, secure 
method for locking a flow control clamp in the closed position. 

1 1 . Claims 1 -5, 8-1 2, and 1 3 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Utterberg (US 6,089,527) in view of Elson. Utterberg discloses a 
tubing clamp comprising a flexible body and two legs that are in a facing relationship in 
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a first position and a second position, a pair of apertures, and a pair of tube contacting 
means. Both legs comprise an inward-facing extension that serves to lock the clamp in 
the second position. Furthermore, one leg comprises a lip and the other leg comprises 
a hook for engaging the lip in the closed position. The outer surface of the clamp is 
substantially free of sharp edges and corners. Regarding Claim 1 2, the leg comprising 
contacting member 30 appears to be substantially thinner than the leg comprising 
contacting member 28 (see Figures 2 and 3). This arrangement increases flexibility, 
thereby allowing the inward projection 22 to bend as the hook 24 engages with the lip 
26. Therefore, the portion of increased flexibility serves the same purpose as that of 
applicant's Claim 12. Utterberg, however, does not disclose that the first and second 
surfaces are adapted to irreversibly secure the legs together in the closed position. 
12. Elson discloses a tubing clamp made of polypropylene for permanently sealing a 
flexible tube (see rejection above). It would have been obvious to one skilled in the art 
to combine the clamp of Utterberg with the permanent closure of Elson in order to make 
a tube clamp that is irreversibly closable. The use of irreversibly-closable flow control 
clamps is well established in the medical art, and making a closure permanent does not 
constitute an obvious change over the prior art. While the combination of the Utterberg 
and Elson references would produce a slightly different structure, it would provide a 
permanenty closable clamp that has the same functionality as pair of inwardly projecting 
spaced walls of applicant's invention. Therefore, the rearrangement of parts, as 
discussed above, would have been an obvious variation on the prior art. 
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Response to Arguments 

1 3. Applicant's arguments filed 4/9/08 with respect to Claims 1 -1 3 have been fully 
considered but they are not persuasive. 

Applicant primarily argues that Elson does not reasonably suggest a clamp that 
is irreversibly closable. The examiner disagrees. Elson teaches a positive lock that is 
fully capable of being held closed such that the clamp may not be opened without 
permanent deformation or breaking, and therefore clearly anticipates the need for a flow 
control clamp to be held shut (Column 3, Lines 58-68). Although the clamp is capable 
of being released from the locked position, the mere omission of an element or function 
is obvious if the function is not desired (MPEP 2144.04 II. A.). In this case, it would 
have been obvious to one of ordinary skill in the art to omit the clamp's ability to be 
repeatedly opened and closed if the ability to be reopened was not desired. Such a 
change would have been an obvious engineering choice to one of ordinary skill in the 
art. 

Conclusion 

14. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Phil Wiest whose telephone number is (571)272-3235. 
The examiner can normally be reached on 8:30am-5pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on (571 ) 272-1 1 1 5. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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